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COOK ENDOSCOPY

4900 BETHANIA STATION ROAD
WINSTON-SALEM, NC 27105 U.5.A.

pHONE: 336.744.0157 rvouLrree: 800.245.4707
WWW.COOKMEDICAL.COM

Wilson-Cook Medical, Inc. /Cook Endoscopy
4900 Bethania Station Road

Winston-Salem, North Carolina 27105

(336) 744-0157 (x396506)

(336) 201-5994

Sierra Lowe, Regulatory Affairs Specialist I

October 13, 2017

Cotton® Graduated Dilation Catheter (CGDC)
Fusion® Biliary Dilation Catheter (FS-BDC)
Soehendra® Biliary Dilation Catheter (SBDC)
Geenen® Graduated Dilation Catheter (GGDC)
Dilation Catheter

Biliary Catheter and Accessories 21 CFR §876.5010; FGE Class Il

Soehendra® Biliary Dilation Catheter, K851960, cleared April 18, 1985
Vennes® Pancreatic Dilation Set, K851956, cleared June 13, 1985

The Cotton® Graduated Dilation Catheter, Fusion® Biliary Dilation Catheter, Soehendra® Biliary

Dilation Catheters are used to dilate biliary strictures. These devices are indicated for adult use only.

The Geenen® Graduated Dilation Catheter is used to dilate stenotic minor papilla. These devices are

indicated for adult use only.
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Description of the Devices:

Biliary Dilation Catheters

The subject devices consist of a catheter with a luer lock hub with a connecting cap fitting. The Fusion®
Biliary Dilation Catheter is constructed with a double lumen, radiopaque catheter with a stylet wire that is
removed prior to contrast or fluid injection. The subject devices are used by passing the device through an
endoscope, over a pre-positioned wire guide. The device is then advanced under fluoroscopic monitoring;
during advancement, the pre-positioned wire guide will exit the proximal (non-patient contacting) end of
the catheter through the connecting cap and luer lock hub. The Fusion® Biliary Dilation Catheter includes
an additional option which allows the wire guide to exit at the distal end of the device (patient
contacting). The dilation catheter is advanced to the appropriate position where dilation of the stricture is

completed.

Dilation Catheter

The subject device consists of a catheter with a radiopaque marker band and a luer lock hub with a
connecting cap fitting. The subject device is used by passing the device through an endoscope, over a pre-
positioned wire guide. The device is then advanced under fluoroscopic monitoring; during advancement,
the pre-positioned wire guide will exit the proximal (non-patient contacting) end of the catheter through
the connecting cap and luer lock adapter. The dilation catheter is advanced to the appropriate position

where dilation of the stricture is performed.

Substantial Equivalence:

Biliary Dilation Catheter

Minor changes were made to the predicate dilation catheters cleared to market via K851960. Changes to
the subject devices include: additional catheter lengths and diameters, additional tapered tip lengths and
diameters, and the addition of tantalum radiopaque marker bands. For the Fusion® Biliary Dilation

Catheter (FS-BDC), there was a change to the catheter material and the addition of a stylet wire.

Dilation Catheter

Minor changes have been made to the predicate dilation catheter cleared to market via (K851956).
Changes to the subject device include: additional catheter lengths and diameters, additional tapered tip
lengths and diameters, addition of tantalum radiopaque marker bands, exclusion of the wire guide that

was previously supplied along with the device, and updated wire guide compatibility.



K171548
Page 3 of 3

Performance Data:

Performance testing consisting of non-clinical bench testing demonstrates that the subject devices met the
performance requirements to fulfill their intended uses. The results of this testing provides reasonable
assurance that the subject devices will function as intended. The subject devices do not raise new

questions of safety or effectiveness as compared to their respective predicate devices.

Summary of non-clinical testing:
The following non-clinical testing was conducted to demonstrate the performance of the subject device
and confirmed that the subject device performs as intended.
e Shelf Life Testing
e Packaging Validation
e Non-clinical, bench testing of the subject devices — methods included: visual inspection, pre-
position guidewire verification, endoscope channel compatibility, dilatation simulation, simulated
removal, and removal force and tensile strength tests
Biocompatibility testing was performed in accordance with the FDA Guidance, Use of International
Standard ISO 10993-1, “Biological evaluation of medical devices-Part I: Evaluation and testing within a

risk management process.”

Conclusion:

We believe that the subject devices are substantially equivalent to the predicate devices in terms of
intended use, key operating principles, materials and technological characteristics. We consider the risks
associated with the modifications to the subject devices to have been adequately addressed through our

Design Control Processes and do not affect safety or effectiveness of the devices.





